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DETAILED ACTION 



Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions, which are not 
so linked as to form a single general inventive concept under PCT Rule 13. 1. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 12-16, drawn to a combination comprising candesartan or a pharmaceutically 
acceptable salt thereof and rosuvastatin or a pharmaceutically acceptable salt thereof in amounts 
synergistically effective in the prevention or treatment of atherosclerosis and cardiovascular 
events in association with a pharmaceutically acceptable diluent or carrier, wherein candesartan 
is in the form of candesartan cilexetil, classified in class 514 and subclass 263.320. 

Group II, claim(s) 17 and 18, drawn to kits comprising: a) candesartan or a pharmaceutically 
acceptable salt thereof in a first unit dosage form; b) rosuvastatin or a pharmaceutically 
acceptable salt thereof in a second unit dosage form; and c) container means for containing said 
first and second dosage forms; and optionally d) instructions for use in the prevention or 
treatment of atherosclerosis, wherein the candesartan and rosuvastatin are present in said first 
and second unit dosage forms, respectively, in amounts synergistically effective in the treatment 
of atherosclerosis classified in class 514 and subclass 263.320. 

Group III, claim(s) 19-26, drawn to various method procedures drawn to the administration of 
candesartan or a pharmaceutically acceptable salt thereof and rosuvastatin or a pharmaceutically 
acceptable salt thereof, classified in class 514 and subclass 263.320. 

The inventions listed as Groups I through III do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: Otake et al. (USPGPUB 2004/0054177 Al) teach 
aspects and embodiments of claimed invention which would qualify as prior art. Specifically, in 
addition to teaching the objective subject matter of claimed invention drawn to prevention and 
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treatment enumerating rosuvastatin and candesartan among variable other agents indicated for 
combination formulations. The compositions of the present invention may be used in 
combination with other drugs that may also be useful in the treatment, prevention or control of 
disorders, such as hypertension, hypertension associated with obesity, hypertension-related 
disorders, cardiac hypertrophy, left ventricular hypertrophy, and metabolic syndrome, obesity 
and obesity-related disorders, for which compounds comprising the compositions are useful. 
Such other drugs may be administered, by a route and in an amount commonly used therefore, 
contemporaneously or sequentially with a composition of the present invention. When a 
composition of the present invention is used contemporaneously with one or more other 
drugs, a pharmaceutical composition in unit dosage form containing such other drugs and the 
composition of the present invention is preferred. However, the combination therapy also 
includes therapies in which the composition of the present invention and one or more other drugs 
are administered on different overlapping schedules. It is also contemplated that when used in 
combination with one or more other active ingredients, the composition of the present invention 
and the other active ingredients may be used in lower doses than when each is used singly. 
Accordingly, the pharmaceutical compositions of the present invention include those that contain 
one or more other active ingredients, in addition to a composition of the present invention 
[0030], [0352], [0407], [0420], [0423]. Based on the disclosure above, the term unit is explained 
in the context of a combination unit of drugs, which could equally be perceivable or broadly 
interpreted as the basic constitution of a kit-type structure if not directly definable as a kit. 
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Accordingly, the claimed combination of agents cannot be considered the unifying feature of the 
inventions of Groups I-III because it fails to demonstrate a contribution over what was already 
known in the prior art at the time of the invention. 

Election of Species Requirement 
This application contains claims directed to more than one species of the generic invention. 
These species are deemed to lack unity of invention because they are not so linked as to form a 
single general inventive concept under PCT 13.1. 

Election of Invention I require Applicant to make the following specie elections: 

(i) Election of a single disclosed specie of a specific condition to be treated from those claimed 
within instant claims 12-16 or a single disclosed specie of a specific condition not directly 
claimed but which is embodied within instant claims 12-16. For example, applicant must elect; 
and 

(ii) Election of a single disclosed method specie disclosed in instant claims 19-26. 

In the event that Applicant should choose a genus to satisfy any of the required elections, 
then Applicant must further elect a single disclosed specie of condition and/or compound 
(depending upon the election) within the genus. 

Within the method species (claims 19-26), applicant must elect either (1) a method of 
preventing or treating atherosclerosis, (2) a method of preventing cardiovascular events, (3) a 
method of preventing or treating an inflammatory disease or condition, (4) a method of inhibiting 
expression of (i) CD40 or (ii) metalloproteinases (MMPs) or (iii) LOX-1, or (5) a method of 
treating atherosclerosis. Applicant must elect one specific and exact component for inhibition, 
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e.g., a method of inhibiting expression of LOX-L In the occasion that applicant elects (3) which 
is drawn to inflammatory diseases and conditions, applicant must elect a condition selected from 
ischemia reperfusion injury to (a) heart, b) kidneys, (c) lungs or (d) liver, (e) radiation- induced 
injury, (f) burn injury and (g) peripheral vascular disease. Further, in the method species, the 
species drawn to inhibiting expression 

For instance, if applicant elects a method species for examination on the merits, a proper 
election must set forth a species of method that falls within the disclosed genus, such as, e.g., a 
method for preventing, a method for treating, a method for inhibiting expression, etc. Election of 
a genus without setting forth a single, specific specie within the genus will be held non- 
responsive. 

The following claims are generic: claims 12-26. 

Upon the allowance of a generic claim, Applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 C.F.R. 1.141. If claims are added after 
the election, Applicant must indicate which are readable upon the elected species. Please see 
MPEP §809.02(a). 

The species listed above do not relate to a single general inventive concept under PCT 
Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding special 
technical features for the following reasons: 
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In view of the species of a pharmaceutical combination/composition the species of 
disease the said pharmaceutical combination/composition is indicated to prevent and/or treat are 
distinct diseases and/or disorders via etiology, pathophysiological manifestations, treatment 
protocols, and patient population such that a comprehensive search for the claimed combination 
in amounts synergistically effective, for example, atherosclerosis, would not necessarily 
anticipate or support obviousness over the administration of the same or different combination 
unit as disclosed in amounts synergistically effective for cardiovascular events. 

Accordingly, a comprehensive search of the patent and non-patent literature for 
atherosclerosis would not necessarily result in a comprehensive search for cardiovascular events. 
Furthermore, the known complexity of the conditions of cardiovascular events and 
atherosclerosis is further evidence that a comprehensive search for a particular agent to treat one 
of such disorders would not necessarily anticipate or render obvious the use of the same for the 
other disorder. Notwithstanding that Applicant may have established an underlying commonality 
to the claimed conditions, namely that each may be treated via the claimed combination 
comprising candesartan and rosuvastatin synergistically effective in treatment for both said 
conditions supra. Furthermore, it remains that the art does not necessarily recognize such a 
shared characteristic as being common to the entire genus of conditions encompassed by the 
instant claims, nor does the art necessarily recognize each as amenable to the same type of 
pharmacologic therapy. Each is considered independent or distinct from the others because the 
patient populations, dosage amounts and therapeutic protocol for treating each single condition 
are each unique to the type of disorder being treated such that a comprehensive search for the 
claimed compound in an amount effective for the treatment of a particular disease in the prior art 
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would not necessarily encompass a comprehensive search of the patent or non-patent literature 
for the claimed compound in an amount effective for the treatment of any one or more other 
diseases. 

Furthermore, the species listed above do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, the species lack the same or corresponding 
special technical feature. In this regard, applicants' attention is once again drawn to Otake et al. 
(USPGPUB 2004/0054177 Al), which teach aspects and embodiments of claimed invention, 
which would qualify as prior art. Specifically, in addition to teaching the objective subject matter 
of claimed invention drawn to prevention and treatment enumerating rosuvastatin and 
candesartan among variable other agents indicated for combination formulations. The 
compositions of the present invention may be used in combination with other drugs that may also 
be useful in the treatment, prevention or control of disorders, such as hypertension, 
hypertension associated with obesity, hypertension-related disorders, cardiac hypertrophy, left 
ventricular hypertrophy, and metabolic syndrome, obesity and obesity-related disorders, for 
which compounds comprising the compositions are useful. Such other drugs may be 
administered, by a route and in an amount commonly used therefore, contemporaneously or 
sequentially with a composition of the present invention. When a composition of the present 
invention is used contemporaneously with one or more other drugs, a pharmaceutical 
composition in unit dosage form containing such other drugs and the composition of the 
present invention is preferred. However, the combination therapy also includes therapies in 
which the composition of the present invention and one or more other drugs are administered on 
different overlapping schedules. It is also contemplated that when used in combination with one 
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or more other active ingredients, the composition of the present inyention and the other active 
ingredients may be used in lower doses than when each is used singly. Accordingly, the 
pharmaceutical compositions of the present invention include those that contain one or more 
other active ingredients, in addition to a composition of the present invention [0030], [0352], 
[0407], [0420], [0423]. Accordingly, the claimed combination of agents cannot be considered the 
unifying feature of the inventions of Groups I-IV because it fails to demonstrate a contribution 
over what was already established in the prior art at tile time of the invention. 

In view of a specie of method procedure drawn to instant claims 1 9-26, a method of 
preventing is distinct from a method of treating in the context of intended outcome. Accordingly, 
a method for inhibiting would not necessarily be interpreted as a method of treating and/or 
preventing. 

Accordingly, a comprehensive search of the patent and non-patent literature for methods 
of preventing in the scope of claimed invention would not necessarily result in a comprehensive 
search for a method of inhibiting expression in the scope of claimed invention and vice-versa. 
Similarly, methods for treating in the scope of claimed invention would not necessarily result in 
a comprehensive search for a method of inhibiting expression in the scope of claimed invention 
and vice-versa. Thus, the claimed combination of agents cannot be considered the unifying 
feature of the inventions of Groups I-HI because it fails to demonstrate a contribution over what 
was already established in the prior art at tile time of the invention. 

Applicant is required, in reply to this action, to elect and invention and species in 
accordance with tile instruction provided supra to which the claims shall be restricted if no 
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generic claim is finally held to be allowable. A proper reply to this requirement is required to 
include an identification of each species that is elected consonant with this requirement readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered non-responsive unless accompanied by an election. 
Applicant is advised that the reply to this requirement to be complete must include (i) an election 
of a species or invention to be examined even though the requirement be traversed (37 CFR 
1.143) and (ii) identification of the claims encompassing the elected invention. 
The election of an invention or species may be made with or without traverse. To reserve a right 
to petition, the election must be made with traverse. If the reply does not distinctly and 
specifically point out supposed errors in the restriction requirement, the election shall be treated 
as an election without traverse. 

Should Applicant traverse on the ground that the inventions or species are not patentably 
distinct, Applicant should submit evidence or identify such evidence now of record showing the 
inventions or species to be obvious variants or clearly admit on the record that this is the case. In 
either instance, if the Examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Timothy E. Betton whose telephone number is (571) 272-9922. 
The examiner can normally be reached on Monday-Friday 8:30a - 5:00p. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




oll ARDIN H. MARSCHEL 
SUPERVISORY PATENT EXAMINER 



